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DETAILED ACTION 

Claim Objections 

1 . Claim 1 is objected to because of the following informalities: (a) line 1 contains 
the phrase "an embryo", it is suggested that this phrase read —a maize embryo—, (b) 
line 2 contains the phrase "a different plant", it is suggested that this phrase read —a 
different maize plant—, (c) line 3 has the phrase "an embryo", it is suggested that the 
phrase read —a maize embryo—, (d) line 7 has the phrase "using same experimental 
conditions", it is suggested that the phrase read —using the same experimental 
conditions—. Appropriate correction is required. 

Drawings 

2. Figures 1 , 2, 4a, 4b, and 5 are objected to because they are not decipherable 
due to large areas being blacked out. Corrected drawing sheets in compliance with 37 
CFR 1.121(d) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. The figure or figure number of an amended drawing should not be labeled as 
"amended." If a drawing figure is to be canceled, the appropriate figure must be 
removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several 
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views of the drawings for consistency. Additional replacement sheets may be necessary 
to show the renumbering of the remaining figures. Each drawing sheet submitted after 
the filing date of an application must be labeled in the top margin as either 
"Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1 .121(d). If the changes are 
not accepted by the examiner, the applicant will be notified and informed of any required 
corrective action in the next Office action. The objection to the drawings will not be held 
in abeyance. 

Claim Rejections • 35 USC § 112, first paragraph 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 1-3 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

The claims read on a method of developing an embryo having increased 
transformation efficiency comprising crossing a Hi-ll maize plant to any different plant to 
obtain an embryo; wherein said embryo has increased transformation efficiency when 
compared to a transformation efficiency of an embryo from any different plant and 
wherein said Hi-ll plant is a male (claim 2) or female (claim 3) parent. 



Application/Control Number: 10/784,418 Page 4 

Art Unit: 1638 

The specification lists several elite genotypes that may be used as a different 
plant to be crossed with Hi-ll maize plants (see page 7, line 13 to page 1 1 , line 29 and 
page 38, Table 1 ). The specification, however, only describes the elite maize genotypes 
PHN46, PHP18, PHT05, PH21T, PHP02, ASKC27, PH24E, PH05F, PH09B, and 
PHAAO as different maize plants that can be crossed with Hi-ll maize plants and the 
hybrids derived from such a cross having increased transformation frequency and does 
not give a written description of any other kind of plants as broadly claimed (see page 
38, lines 4-15 and Table 1; page 39, Tables 2 and 3; page 40, Table 4). There is no 
written description of the elite maize genotypes used as the different maize plant to be 
crossed with Hi-ll maize plants in terms of their genetic, morphological, and/or 
physiological background. 

The Federal Circuit has recently clarified the application of the written description 
requirement. The court stated that a written description of an invention "requires a 
precise definition, such as by structure, formula, [or] chemical name, of the claimed 
subject matter sufficient to distinguish it from other materials". University of California v. 
Eli Lilly and Co., 119F.3d 1559, 1568; 43 USPQ2d 1398, 1406 (Fed. Cir. 1997). The 
court also concluded that "naming a type of material generally known to exist, in the 
absence of knowledge as to what that material consists of, is not description of that 
material". Id. Further, the court held that to adequately describe a claimed genus, Patent 
Owner must describe a representative number of the species of the claimed genus, and 
that one of skill in the art should be able to "visualize or recognize the identity of the 
members of the genus". Id. 
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See MPEP Section 2163, page 156 of Chapter 2100 of the August 2001 version, 
column 2, bottom paragraph, where it is taught that 

[T]he claimed invention as a whole may not be adequately described where an 
invention is described solely in terms of a method of its making coupled with its function 
and there is no described or art-recognized correlation or relationship between the 
structure of the invention and its function. A biomolecule sequence described only by a 
functional characteristic, without any known or disclosed correlation between that 
function and the structure of the sequence, normally is not a sufficient identifying 
characteristic for written description purposes, even when accompanied by a method of 
obtaining the claimed sequence. 

Given the failure of the specification to describe the different plant, methods of 
using it are also inadequately described. Accordingly, one skilled in the art would not 
have recognized Applicants to have been in possession of the claimed invention. See 
the written description guidelines published in Federal Register/ Vol. 66, No. 4/ Friday 
January 4, 2001/ Notices: pp. 1099-1111. 

5. Claims 1-3 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The claims read on a method of developing an embryo having increased 
transformation efficiency comprising crossing a Hi-ll maize plant to any different plant to 
obtain an embryo; wherein said embryo has increased transformation efficiency when 



Application/Control Number: 10/784,418 Page 6 

Art Unit: 1638 

compared to a transformation efficiency of an embryo from any different plant and 
wherein said Hi-ll plant is a male (claim 2) or female (claim 3) parent. 

In re Wands, 858F.2d 731, 8 USPQ2d 1400 (Fed. Cir. 1988) lists eight 
considerations for determining whether or not undue experimentation would be 
necessary to practice an invention. These factors are: the quantity of experimentation 
necessary, the amount of direction or guidance presented, the presence or absence of 
working examples of the invention, the nature of the invention, the state of the prior art, 
the relative skill of those in the art, the predictability or unpredictability of the art, and the 
breadth of the claims. 

The specification only teaches the use of elite maize genotypes PHN46, PHP18, 
PH21T, ASKC27, PH24E, PH05F, PH09B, and PHAAO as different maize plants that 
can be crossed with Hi-ll maize plants and the hybrids produced from such a cross 
having increased transformation frequency and does not teach or provide evidence of 
any other kind of plants that can be crossed with Hi-ll as broadly claimed (see page 38, 
lines 4-15 and Table 1 ; page 39, Tables 2 and 3; page 40, Table 4). There is no 
guidance provided regarding the genetic, morphological, and/or physiological 
background of the elite maize genotypes used as the different maize plant to be crossed 
with Hi-ll maize plants in terms of their genetic, morphological, and/or physiological 
background, or of their degree of relatedness to each other Thus, one skilled in the art 
would not know how to make and/or use the invention as it is broadly claimed. 

The art teaches that the genetic variation among individual progeny of a breeding 
cross allows for the identification of rare and valuable new genotypes but that these 
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genotypes are neither predictable nor incremental in value, but rather the result of 
manifested genetic variation combined with selection methods, environments and the 
actions of the breeder (Kevern US Patent 5,850,009, column 4, lines 41-46); therefore, 
Applicant has not taught how to make and use the myriad of different hybrids that may 
be produced from the result of manifested genetic variation combined with selection 
methods, environments and the action of the breeder without undue trial and error 
experimentation. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

7. Claim 1 is rejected under 35 U.S.C. 102(a) and (e) as being anticipated by Zhao 
et al (U.S. Patent 5,981,840, November 9, 1999). 

The applied reference has a common inventor (Zuo-Yu Zhao) with the instant 
application. Based upon the earlier effective U.S. filing date of the reference, it 
constitutes prior art under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) 
might be overcome either by a showing under 37 CFR 1.132 that any invention 
disclosed but not claimed in the reference was derived from the inventor of this 
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application and is thus not the invention "by another," or by an appropriate showing 
under 37 CFR 1.131. 

The claims read on a method of developing an embryo that has increased 
transformation efficiency comprising crossing a Hi-ll maize plant to a different plant to 
obtain an embryo that has increased transformation efficiency compared to a 
transformation efficiency of an embryo from said different plant. 

Zhao et al teach the use of Hi-ll maize plants in a method of developing an 
embryo that has increased transformation efficiency (see column 7, lines 44-63 and 
column 17, line 35 to column 18, line 18). 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claims 2 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zhao et al (U.S. Patent 5,981,840, November 9, 1999). 

The claims read on a method of developing an embryo that has increased 
transformation efficiency comprising crossing a Hi-ll maize plant to a different plant to 
obtain an embryo that has increased transformation efficiency compared to a 
transformation efficiency of an embryo from said different plant, wherein the Hi-ll maize 
plant is a male parent or female parent. 
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Zhao et al teach Hi-ll maize plants that were cross pollinated with sister plants, 
which would infer that the Hi-ll maize plants could be either male or female as the 
reference does not state that reciprocal crosses cannot be made. Thus, the reference is 
interpreted to teach Hi-ll maize plants as either a male or female parent. 

It would have been obvious to one of ordinary skill in the art to use the teachings 
of Zhao et al and to use the Hi-ll maize plants as either a male or female parent. 

Thus, the claimed invention as a whole was prima facie obvious over the 
teachings of the prior art. 

Conclusion 

10. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Keith 0. Robinson, Ph.D. whose telephone number is 
571-272-2918. The examiner can normally be reached on Monday - Friday 7:30 am - 
4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Amy Nelson, Ph.D. can be reached on 571-272-0804. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Keith 0. Robinson, Ph.D. 



DAVID H. KRUSE, PH.D. 
PRIMARY EXAMINER 



March 8, 2005 




